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to recovering costs to the accreditation 
body, including overhead incurred. Ac-
creditation body activities that are not 
related to accreditation functions are 
not recoverable through fees estab-
lished for accreditation. 

(1) The accreditation body shall 
make public its fee structure, includ-
ing those factors, if any, contributing 
to variations in fees for different OTPs. 

(2) At SAMHSA’s request, accredita-
tion bodies shall provide to SAMHSA 
financial records or other materials, in 
a manner specified by SAMHSA, to as-
sist in assessing the reasonableness of 
accreditation body fees. 

§ 8.5 Periodic evaluation of accredita-
tion bodies. 

SAMHSA will evaluate periodically 
the performance of accreditation bod-
ies primarily by inspecting a selected 
sample of the OTPs accredited by the 
accrediting body and by evaluating the 
accreditation body’s reports of surveys 
conducted, to determine whether the 
OTPs surveyed and accredited by the 
accreditation body are in compliance 
with the Federal opioid treatment 
standards. The evaluation will include 
a determination of whether there are 
major deficiencies in the accreditation 
body’s performance that, if not cor-
rected, would warrant withdrawal of 
the approval of the accreditation body 
under § 8.6. 

§ 8.6 Withdrawal of approval of accred-
itation bodies. 

If SAMHSA determines that an ac-
creditation body is not in substantial 
compliance with this subpart, 
SAMHSA shall take appropriate action 
as follows: 

(a) Major deficiencies. If SAMHSA de-
termines that the accreditation body 
has a major deficiency, such as com-
mission of fraud, material false state-
ment, failure to perform a major ac-
creditation function satisfactorily, or 
significant noncompliance with the re-
quirements of this subpart, SAMHSA 
shall withdraw approval of that accred-
itation body. 

(1) In the event of a major deficiency, 
SAMHSA shall notify the accreditation 
body of the agency’s action and the 
grounds on which the approval was 
withdrawn. 

(2) An accreditation body that has 
lost its approval shall notify each OTP 
that has been accredited or is seeking 
accreditation that the accreditation 
body’s approval has been withdrawn. 
Such notification shall be made within 
a time period and in a manner ap-
proved by SAMHSA. 

(b) Minor deficiencies. If SAMHSA de-
termines that the accreditation body 
has minor deficiencies in the perform-
ance of an accreditation function, that 
are less serious or more limited than 
the types of deficiencies described in 
paragraph (a) of this section, SAMHSA 
will notify the body that it has 90 days 
to submit to SAMHSA a plan of correc-
tive action. The plan must include a 
summary of corrective actions and a 
schedule for their implementation. 
SAMHSA may place the body on proba-
tionary status for a period of time de-
termined by SAMHSA, or may with-
draw approval of the body if corrective 
action is not taken. 

(1) If SAMHSA places an accredita-
tion body on probationary status, the 
body shall notify all OTPs that have 
been accredited, or that are seeking ac-
creditation, of the accreditation body’s 
probationary status within a time pe-
riod and in a manner approved by 
SAMHSA. 

(2) Probationary status will remain 
in effect until such time as the body 
can demonstrate to the satisfaction of 
SAMHSA that it has successfully im-
plemented or is implementing the cor-
rective action plan within the estab-
lished schedule, and the corrective ac-
tions taken have substantially elimi-
nated all identified problems. 

(3) If SAMHSA determines that an 
accreditation body that has been 
placed on probationary status is not 
implementing corrective actions satis-
factorily or within the established 
schedule, SAMHSA may withdraw ap-
proval of the accreditation body. The 
accreditation body shall notify all 
OTPs that have been accredited, or are 
seeking accreditation, of the accredita-
tion body’s loss of SAMHSA approval 
within a time period and in a manner 
approved by SAMHSA. 

(c) Reapplication. (1) An accreditation 
body that has had its approval with-
drawn may submit a new application 
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for approval if the body can provide in-
formation to SAMHSA to establish 
that the problems that were grounds 
for withdrawal of approval have been 
resolved. 

(2) If SAMHSA determines that the 
new application demonstrates that the 
body satisfactorily has addressed the 
causes of its previous unacceptable per-
formance, SAMHSA may reinstate ap-
proval of the accreditation body. 

(3) SAMHSA may request additional 
information or establish additional 
conditions that must be met before 
SAMHSA approves the reapplication. 

(4) SAMHSA may refuse to accept an 
application from a former accredita-
tion body whose approval was with-
drawn because of fraud, material false 
statement, or willful disregard of pub-
lic health. 

(d) Hearings. An opportunity to chal-
lenge an adverse action taken regard-
ing withdrawal of approval of an ac-
creditation body shall be addressed 
through the relevant procedures set 
forth in subpart C of this part, except 
that the procedures in § 8.28 for expe-
dited review of an immediate suspen-
sion would not apply to an accredita-
tion body that has been notified under 
paragraph (a) or (b) of this section of 
the withdrawal of its approval. 

Subpart B—Certification and 
Treatment Standards 

§ 8.11 Opioid treatment program cer-
tification. 

(a) General. (1) An OTP must be the 
subject of a current, valid certification 
from SAMHSA to be considered quali-
fied by the Secretary under section 
303(g)(1) of the Controlled Substances 
Act (21 U.S.C. 823(g)(1)) to dispense 
opioid drugs in the treatment of opioid 
addiction. An OTP must be determined 
to be qualified under section 303(g)(1) of 
the Controlled Substances Act, and 
must be determined to be qualified by 
the Attorney General under section 
303(g)(1), to be registered by the Attor-
ney General to dispense opioid agonist 
treatment medications to individuals 
for treatment of opioid addiction. 

(2) To obtain certification from 
SAMHSA, an OTP must meet the Fed-
eral opioid treatment standards in 
§ 8.12, must be the subject of a current, 

valid accreditation by an accreditation 
body or other entity designated by 
SAMHSA, and must comply with any 
other conditions for certification es-
tablished by SAMHSA. 

(3) Certification shall be granted for 
a term not to exceed 3 years, except 
that certification may be extended dur-
ing the third year if an application for 
accreditation is pending. 

(b) Application for certification. Three 
copies of an application for certifi-
cation must be submitted by the OTP 
to the address identified in § 8.3(b). 
SAMHSA will consider and accept the 
electronic submission of these mate-
rials when electronic submission sys-
tems are developed and available. The 
application for certification shall in-
clude: 

(1) A description of the current ac-
creditation status of the OTP; 

(2) A description of the organiza-
tional structure of the OTP; 

(3) The names of the persons respon-
sible for the OTP; 

(4) The addresses of the OTP and of 
each medication unit or other facility 
under the control of the OTP; 

(5) The sources of funding for the 
OTP and the name and address of each 
governmental entity that provides 
such funding; and 

(6) A statement that the OTP will 
comply with the conditions of certifi-
cation set forth in paragraph (f) of this 
section. 

(7) The application shall be signed by 
the program sponsor who shall certify 
that the information submitted in the 
application is truthful and accurate. 

(c) Action on application. (1) Following 
SAMHSA’s receipt of an application for 
certification of an OTP, and after con-
sultation with the appropriate State 
authority regarding the qualifications 
of the applicant, SAMHSA may grant 
the application for certification, or 
renew an existing certification, if 
SAMHSA determines that the OTP has 
satisfied the requirements for certifi-
cation or renewal of certification. 

(2) SAMHSA may deny the applica-
tion if SAMHSA determines that: 

(i) The application for certification is 
deficient in any respect; 

(ii) The OTP will not be operated in 
accordance with the Federal opioid 
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